DEPARTMENT OF HEALTH AND HUMAN SERVICES
PURI I HFAI TH SERVICE
FOOD AND DRUG ADMINISTRATION

GENERAL INFORMATION FIELD TEST RECORD
flise Form FDA 2782 Field Test Record Continuation

Print Lagibly. Use Black
Ball Point Pan. Enter one
character per box.

FIELD TEST SERIAL NO. {18}

Gl 50324

REGIONAL REVIEW {NAME)

if ' mare space is needed)

ﬁard
i9c~“.I0] Facility Identification
Name (11:80)
[0X]
Street Address {11-80)
02
City ($1-73) State Code Zip Code
03 o 1 1 1 1 1
74 75 75 80
Room Number {$1-37) Peraon Telsphone Mumbar
04 Interviewed
. L [ | I | | 1 1 | ] ]
138-58) 57 5¢_ 80 56
Survayor Information
Name (Last, First, Middle Initial}) {11-87) Accomp. Agency Accomp. District
05 . 68 80 70 72
Signature FDA Region Date (Ma/Day/Yr)
Survey Information
Purpase of Survay | Initial Survey C — Compliance F/U H - HIA
R — Resurvey A Audit L"“—’
Assempler Report Nos.
{Letter included) I 1\ | L
12 18 19 35 B6 a2z
alla Mo/Day/Y
Instgllallon oreevaYT Previous FTRs l | | I
are 133 1 3oL /| I L——L-‘g?—' (5 0r 6 digit pumber) kT Y] a5 30
System {nformation
06 ggﬂ’f;“a“"” € . System Fully Cartified V — Fuily Certified With Variance
M — Mixed Certified/Non-Certified N -~ Fully Non-Certified '——6»-7-'
Controt Manufacturer Control Serial No. Date of Mir, (Mo/Yr}
i ] | | b I | | 1 ! ] I ] 1 1 | ] |
b E] a4 a7
Control Model Na. Mir Code Unique |D
L 1 1 | J | 1 1 1 L ] ]
68 71 72 v d
System Maintenance
. . Y Yes .
1s 8 maintenance schedule designed Who does the compliance
for compliance being followed? L—fg—l N - No maintenance?
X - Unknown M — Mfr Rep N — Not Done
Is the maintenance schedule available P - Private X - Unknown
for review? _ I
l—-m—l I — in House 70
Instrumentation
MDH Seria! No. Digiphot Serial No.
L ! J | ) L 1 1 1 ]
i1 14 15 i8
Number of Each Form Attached Assembler Data
Company
i1 AR 1 i DR L i
07 19 20 21
Street Address
1 AF | ] MA 1 ]
22 23 24
City State
J UF 1 | KV | i
25 28 27
Home District Assermbler Code [Central File No.)
L1 MR L | ! ! ! 1 R ! 1 ) ] Lol 1
28 29 30

M 33

34 49

FORM FDA 3071 {10/80)




DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEAL TH SERVICE
FOOD AND DRUG ADMINISTRATION
UNDERTABLE X-RAY SOURCE FLOUROSCOPIC AND SPOT FILM SYSTEMS
FIELD TEST RECORD

(Use Farm FIXA 2782, Field Test Record Continuation, if more spuce is nevded.)

Print Legibly. Use Black
Ball Point Pen. Enter One
Character Per Box. Do Not
Write in Shaded Area.

FIELD TEST SERIAL NO. {18}
UF

REGIONAL REVIEW INAME)

Card
No.

R

10

n

Test
Procedura Beam Limiting Davice |nformation
2. Mfr Code
Manufacturer
3 Unique |D
Model No. 1 ”J

Component Certification Information
4,

Indicate the Status of Each as Follows:

C — Certified
N .- Not Certified

L  Tube Housing Assembly

Beam Limiting Dévice

Table

VvV Certified with a Variance
X — Not Present

Spot Film Device
fafter 4/77)

L’W X-Ray Control

High Valtage Generator Fluoroscopic Imaging Assembly

(before 4/77)

-3'”:;:

lmage Intensifier (after 4/77})

Interlock Test

b,
X-Ray Productian Prevention When Image Receptor Not in Position to Intercept Beam Y — YES N — NO X - UNTESTED
Surveyor Protaction and Tracking Test:
BN \'\ - t * 6
| ! Systemn Hazardous N P Y - YES N — NO
’ ) 1 It yes, describe hazard in Remarks and discontinue testing.
- o .
7.
= , Y — VES
o . Beam Limiting Device Tracks Image Receptor Properly l ) N - NG
’ e 54
X-Ray Fisld/image Receptor Alignment
MDH (Exposure) Image Dimension X-Ray Field Dimension
1/4 |8. 12.
. Image Intensifier .
" paositioned at Worst i brpged €T
21 Case SID. Data Here 13. '
- . Only if Answer to
55 f n. Tracking Question ; "‘W‘J em
35 (#7)is "NO", 14, T
in Otherwise Proceed em
. ith 3 L] I |
[e ] with Data at 16-23. W e Fry
4/3 15,
Insert L oaded Plastic Casette Afier .
Centering Test Stand. mn-
24 1/4 20.
* Tube Potential and Current Continuously . ; e A Only Part of Test That
Indicated Buring Expasure T T3 n Requires Magnification
21 |17 Mode. Take Out of 21
[H— Y — YES N — NO ’ ) This Mode After ‘
SR Lui-?-l-wml I----!---é--J N, Completing the Test.
32 |18, ' ' 22.
brrrdeed * hd 11
gt e ag
% Y YES 143 |10 23.
Warning Label Present  |...J N - NO .
LT 1 . | | b | | 1n.
i Col g &
FORM FDA 2786 (10/80) Page 1 of 3 Pages




DEPARTMENT OF HEALTH AND HUMAN SERVICES FIELD TEST SERIAL NO. ﬁ‘g‘f
PUBLIC HEALTH SERVICE Print Legibly. Use Black
FOOD AND DRUG ADMINISTRATION . UF
UNDER TABLE X.RAY SOURCE Bali Point Pen. Enter One
- REGIONAL REVIEW (NAME}
FLUOROSCOPIC AND SPOT FILM SYSTEMS Character Per Box. Do Not '
FIELD TEST RECORD Write in Shaded Area.
({se Furm FNA 2782 Field Test Record Contineation, if maore space is nepded. )
Entrance Exposure Rate: {BLD fully open, na magnification)
26 Fluoroscopic Technigque M--Manual Only A—Automatic Only
Factor Control Type L.m_l B--Both Manual And Automatic
AUTO 27. 28. 29.
. . . . Y--YES
30. s a high level Y--YES 31. Continuous Audible Signal Upon N—NO
control present? L'XTJ N NO Activation of High Level Control X—N/A
n MANUAL I32. 33.
rr P |
I 4
35. !z a high level Y VYES 36. Continuous Audible Signal Upon ;:;gs
MDH (Exposure rate) control prasent? Activation of High Level Control
Primary Rarrier Tiantmigsion® min 88D:
42.
37, 38. mA R/min Outside Separation of Image
L‘;TJ T L‘a":r'l of Facal Spot Strips
. a1,
i ] mP L. o -l sec
[ T T L 5 MR 75
Copper appropriate for selected kVp: greater than 125 kV-0.12""; 100 ta 126 kv-0.1"";
92 kV or less - 0.087
Beam Quality:
43. 45,
@ 4 5 mm Al
47,
QY 35 mm Al sec
49.
@ 2.5 mm Al
{
“ BO. Et.
| Lr—l—"LmJ mR & 1.5 mm Al
; : 52, 53.
(I = P 1 | | ] mR @ 00 mm Al
38 20
MDH [Puise Expasure) 54, At End of Preset Cumulative Time interval Either Continuous
12 4.5 mm Al Audible Signal and/or Termination ot X-rays L,T‘..J Y- YES N-NO
Spot-Film Reproducibility and X-ray Field/image Receptor Size Comparison:
MDH (Pulse Expasuref 55, M.-Manually Set Timer or mAs Seiector anly !
— oy Type of Spot Film B - Both Manually Set Timer or mAs
. ; Exposure Timer Selector and Phototimer
G2 trrem s b LZ&”J P Photatimer Oniy
‘ 56. MDH Threshold Settin [ Tachnique -
[ ; 4 L LW'J Factnre 57. Kvp
‘ L 58, 59, 60.
| | | ] A L . | | ' I 1A
! - 7 e m T R . 3 S81¢ m 5
B1. Film Dimension oR 63. !mage om
Along Table L?-ﬂ--L-——‘ * lopged 17”-1«—-—-' e Along Table L-gg—‘-—-l !
62. Film Dimension OR 64, |mage
Across Table L yrs ! l-1 7T 1 LFT‘L'_—, ’ L,ﬂ.—l em Across Tahle L’ﬂ".’"‘—"' . Iﬁ]ﬁ"' em
65.
Distance From Table Top Lo Spot Film Plang ( [ | om
FORM FDA 2786 (10/80) Page ¥ of 3 pages .




DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
UNDER TABLE X-RAY SOURCE
FLUOROSCOFIC AND SPOT FILM SYSTEMS

FIELD TEST RECORD

(Lise Form FirA 2782, Fieid T'est Record Continuaiion, if more space is needed. )

Print Legibly. Use Black
Balt Paint Pan, Enter One
Character Par Box. Do Not
Write in Shaded Area.

FIELD TEST SERIAL NO. -8}

UF

REGIONAL REVIEW (NAME)

Spot-Film Continued:

B &7 76. 77.
L | ] ] I .l ] mAt b 1 _imser ] I i ] J+ L jmR L L ] ] msec
i1 ’ 15 i6 18 13 23 24 R
13 68 89, 78. 79.
L 1 i 1 4o b A mR kel b _j msoc L 1 1 y 1. mR msec
27 D] EE] T84 35 : ERRERN- 7 3 F0 AR
70. 71 BO. 81.
I L I ! 1.1 j MR msec 1 1 1 | [ - mR msec
43 T 48 50 LY pi ' _.-'E'S"'J Lgr’—‘-srl TR
7?7 73. 82. 83.
1 ] 1 t I . mR mse: i 1 3 i ) - mR msec
59 GE hd il 67 ; - 7‘1"' LW‘L—"‘LVI‘J
74 75 84. 85.
L I 1 ], | ol ] MR | i ) msec L L ] 1 | mE msec
i .. ' ] ' £ TR
14 6. Y YES
Technigque Factors fixed or selectable Indicated Before Fxposore | ] N NO
C2F
87. Exposure Terminated After Praset Time Interval, Preser mAs, Preset Number of Pulses,
Qr Preser Radiation Exposure To Image Receptor | ] Y--YES N NO
L C2a
REMARKS

FORM FDA 2786 (10/80)
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